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DETAILED ACTION 

Response to Arguments 

Applicant's arguments presented in the after-final response filed September 2, 2008, with 
respect to claims 5-8 and 15-16 have been fully considered and are persuasive. The rejection of 
Brown (US 6,093,199) in view of Jones (US 6,81 1,560 B2) with respect to these claims has been 
withdrawn. 

The after final amendment filed September 2, 2008 has been entered. Thus the finality of 
the office action dated May 29, 2008 has been withdrawn, prosecution is herein reopened. 
Claims 5-8, 15, 16, and 19 are currently pending. The current action is non-final. 

The applicant has argued that Brown (US 6,093,199) is not combinable with Dubrul (US 
6,258,1 15 Bl), because Brown discloses a helical wound wire stent and Dubrul discloses a laser 
cut tube stent, two different stent types. The examiner disagrees. Although Dubrul discloses 
some embodiments of a cut tube stent (figures 4a, 4b for example), Dubrul discloses alternate 
embodiments such as shown in figures 2a, 2b, 4c and 4d wire coil stent made from winding a 
wire around a mandrel, see col. 8, lines 34-61. One specific embodiment disclosed by Dubrul is a 
round wire wound helically to form a tube, having the spacing claimed, see col.8, lines 49-61. 
This embodiment of Dubrul' s stent is helical wound wire similar in design to the Brown helical 
stent, thus the teachings of Dubrul and Brown are combinable as they refer to the same general 
field of study, helically wound wire stents for blood vessels. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
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pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 5-8, 15, 16, and 19 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to reasonably convey to one skilled in the 
relevant art that the inventor(s), at the time the application was filed, had possession of the 
claimed invention. Claim 5 recites the following limitations which are considered new matter: 
"inserting said hoop and said delivery means into an artery at said target site having an 
unsupported aperture size less than said nominal opening size" and "secondary coil is configured 
to urge said target site aperture to said nominal opening size" emphasis added. 

The specification does not support insertion of the hoop into the artery when it is 
narrowed or occluded (unsupported size less than nominal size), instead the specification 
requires opening of the narrowed or occluded artery prior to insertion of the hoop by balloon 
dilation. Therefore, at the time of hoop insertion, the artery is no longer a size less than nominal 
size and further would not urge the aperture to a larger nominal size. The specification shows 
two different methods: the first method including inserting a hoop into an artery that has not 
been occluded (this method is shown in figures 3-5). This method does not require balloon 
dilation, and further does not insert the hoop at a smaller diameter, since there is no narrowing or 
occlusion present. This is not the method being claimed, because the claim requires inserting 
into a lumen with an occlusion. The only mention in the specification of an occluded artery is on 
page 7, lines 19-22 and page 9, lines 15-23 referring to the method shown in figures 6-13. Every 
figure and recitation of dilation of the occlusion refers to balloon dilation prior to hoop insertion. 
There is no support for the hoop to do the actual dilation (increasing diameter or urging of vessel 
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to nominal size). The hoop is only disclosed to radially support or hold open the vessel, not to 
force or urge open (holding open and urging open have very different meanings, urging is not the 
equivalent of holding). Claims 6-8, 15, 16, and 19 depend upon claim 5 and inherit all problems 
associated with the claim. 

Claim 15 also contains the following limitation which is considered new matter: 
"longitudinal open space" and each recitation of "open space" in the claim. The specification 
only refers to an open spacmg. That is spacing between hoop coils. A longitudinal open space is 
not supported as the spacing is never referred to be longitudinal in shape, and further never 
referred to being a single space. It is only referred as an "open spacing" which has different 
meaning and interpretation than "longitudinal open space". Claim 16 depends upon claim 15 
and inherits all problems with the claim. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S. C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 5-8, 15, 16, and 19 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Dubrul (US 6,258,1 15 Bl, cited previously) in view of Brown (US 6,093,199, cited 
previously) and Hieshima et al. (US 6,361,558 Bl). Dubrul discloses a procedure for opening a 
coronary artery (carotid or any other blood vessel in the body; thus includes coronary; col.4, 
lines 46-48; col. 5, lines 1 1-14) having a nominal opening size (fig. 1 ; at location of numeral 10 or 
12) adjacent a target having a partial occlusion thereof (fig. 1 ; numeral 13; col.l, lines 16-20) 
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comprising the steps of determining an artery nominal size (size near 10 and 12 in fig. 1), 
providing a hoop coil stent (stent embodiment referred herein not shown, however disclosed at 
col. 8, lines 49-61) and inserting the hoop stent and delivery means into the artery at the target 
site (13) having an unsupported aperture size less than the nominal size (size of artery at 13 is 
smaller than adjacent to 13; see fig. 1 ; example stent shown placed at target site in fig. 5b), 
removing the delivery means (fig. 5c shows delivery means removed) such that the hoop stent 
diameter is larger than the unsupported diameter and the hoop stent is configured to urge the 
aperture to the nominal size (occlusion 13 shown dilating from fig. 5b to fig. 5c as the example 
stent is expanded; discloses urging open or "propping open", col.4, lines 47-49). Dubrul 
discloses the hoop stent to have an open spacing greater than the rest of the hoop stent spacing 
placed at a branch vessel to allow flow through the open spacing (col. 8, lines 51-59). Dubrul 
discloses balloon dilation prior to hoop insertion (col. 10, lines 7-10). 

Dubrul discloses the method substantially as claimed, however discloses the hoop stent to 
have a secondary coil shape only, and not a primary coil shape. Brown teaches in the same field 
of hoop stents for placement in blood vessels, the use of a helical stent (30; all figures) having 
both a primary and secondary coil in order to provide increased strength to support the vessel 
and the ability to delivery at a smaller diameter (over a rod or within a catheter in a linear shape- 
creating a lower profile with reduced trauma), col.4, lines 49-67; col. 3, lines 12-27. It would 
have been obvious to one having ordinary skill in the art at the time the invention was made to 
combine Dubrul' s method of opening an artery with a hoop stent having a secondary coil, with 
Brown's teaching of using a primary coil in addition to a secondary coil on hoop stents in order 
to provide a method that better supports the vessel wall with reduced trauma due to the low 
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delivery and higher strength of the improved hoop stent. See Neuss (US 5,536,274) as evidence 
of another example of use of a primary and secondary coil structure on a helical stent for use of 
holding open a blood vessel (col. 6, lines 1-3, 44-48; fig. 1 , 3). 

Dubrul also does not disclose the hoop stent to have a rounded end. Hieshima teaches in 
the same field of hoop stents (10; see fig. 1) for use in blood vessels (abstract), the use of a 
rounded end (28) in order to reduce trauma during insertion into the body by avoiding sharp 
edges that may catch on the vessel wall (col.4, lines 18-22). It would have been obvious to one 
having ordinary skill in the art at the time the invention was made to combine Dubrul's method 
of opening an artery by insertion of a hoop stent, with Hieshima's teaching of placing rounded 
ends on hoops stents, in order to provide a reduced trauma surgery. 

Claims 5-8 and 19 are rejected under 35 U.S.C. 103(a) as being unpatentable over Neuss 
(US 5,536,274) in view of Fischell et al. (US 4,768,507). Neuss discloses a procedure 
substantially as claimed. Neuss discloses determining inserting a preformed hoop stent having 
the primary (2) and secondary (1) coil shapes claimed (fig. 1 , 3; col.6, lines 44-47), the hoop 
having a rounded end (seen in fig. 11a) and memory properties, inserting the hoop stent by a 
delivery means (14, 16, or 19; fig.l la-1 le) into an artery and removing the delivery means so 
that the hoop supports the artery in the secondary coil shape (keeping an organ pathway open, 
col.6, lines 1-3). Neuss discloses the method substantially as claimed by placement of a hoop 
stent into a vessel to support the vessel, however Neuss does not disclose whether or not the 
vessel is occluded (placement of the stent into an occluded vessel, such that the stent opens the 
vessel). Placement of stents in occluded or narrowed areas of vessels is well known in the art 
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and one of the main purposes of stents. Fischell teaches in the same field of hoop stents, the use 
of helical type hoops stents in areas where occlusions or narrowing is present (fig. la) in order to 
widen the vessel wall to its normal size to provide optimal blood flow (fig. 2) and prevent 
restenosis (col.2, lines 1-3, 53-59; col. 3, lines 22-46; col. 4, lines 57-64). Fischell does this by 
balloon dilation to expand the lumen and by expanding the lumen with the hoop stent (col.2, 
lines 1-3, 56-59; col. 3, lines 25-28). It would have been obvious to one having ordinary skill in 
the art at the time the invention was made to combine Neuss's method of implanting a hoop stent 
with the shape claimed into a vessel to support the vessel, with Fischell' s teaching of placement 
hoops stents similar to Neuss's into occluded or narrowed vessels in order to provide a method 
that provides benefit to occluded vessels as well, widening the area for flow and preventing 
restenosis. 

Claims 5-8 are rejected under 35 U.S.C. 103(a) as being unpatentable over Hieshima et 
al. (US 6,361,558 Bl) in view of Brown (US 6,093,199, cited previously). Hieshima discloses a 
procedure for opening a coronary artery (any blood vessel in the body; thus includes 
coronary;col.3, lines 26-29) having a nominal opening size (normal size, not narrowed) adjacent 
a target having a partial occlusion thereof (narrowed or occluded site; col. 3, lines 26-29; col.2, 
lines 14-16) comprising the steps of determining an artery nominal size, providing a hoop coil 
stent (10; fig. 1) having memory and a rounded end (28), and inserting the hoop stent and 
delivery means into the artery at the target site (fig. 4 or 9 for example) having an unsupported 
aperture size less than the nominal size, removing the delivery means (fig. 8, 9) such that the 
hoop stent diameter is larger than the unsupported diameter and the hoop stent is configured to 
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urge the aperture to the nominal size (opening narrowed vessels, col. 3, lines 26-30; col.4 line 66- 
col.5 line 5; col.6, lines 3-9). 

Hieshima discloses the method substantially as claimed, however discloses the hoop stent 
to have a secondary coil shape only, and not a primary coil shape. Brown teaches in the same 
field of hoop stents for placement in blood vessels, the use of a helical stent (30; all figures) 
having both a primary and secondary coil in order to provide increased strength to support the 
vessel and the ability to delivery at a smaller diameter (over a rod or within a catheter in a linear 
shape-creating a lower profile with reduced trauma), col.4, lines 49-67; col. 3, lines 12-27. It 
would have been obvious to one having ordinary skill in the art at the time the invention was 
made to combine Hieshima' s method of opening an artery with a hoop stent having a secondary 
coil, with Brown's teaching of using a primary coil in addition to a secondary coil on hoop stents 
in order to provide a method that better supports the vessel wall with reduced trauma due to the 
low delivery and higher strength of the improved hoop stent. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to CHERYL MILLER whose telephone number is (571)272-4755. 
The examiner can normally be reached on Monday-Friday 7:30am-5:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Corrine McDermott can be reached on (571) 272-4755. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Cheryl Miller/ 
Examiner, Art Unit 3738 

/Corrine M McDermott/ 

Supervisory Patent Examiner, Art Unit 3738 



